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REMARKS 

This Amendment is responsive to the final Office Action mailed August 28, 2007 
f hereinafter "Office Actios"). By this Amendment, claims 1, 3, 5 & U are amended, claim 12 
is cancelled, and independent claim 2 1 is added. No new matter is added. 

Applicants wish to thank Examiner Mercier and Supervisor)' Patent Kxaminer Kishore 
foi fxrciKlun- ihe courtesy oi'a teiophonsc niTorvicw ou Kaslcmon Monda\, No\ombfi 2fx 
^()!)7 Durmt: the intenicw. Appiicants explained several salient features of the iiivention to 
fhe i\.mii!io s <\ -tiOv. . tiu agreement was reached with regard to the nejections. Applicants 
beticve that progress was made. 

AmeiidmeBts to the Ctaims 

Claim 1 is amended to ihcojpoiate the KiiiitatioR on plasticisiejns fotmd in claim 12, 
which has been canGelled As suggested by tiie Examiners, ckims 1 and 5 have feeeii ainended 
to clarify the components Gf the spherical Coate 

Glaiffl 3 is atnended to correct a typographical ferrot tha^ 

the GermaR language priority application. 

Claim 1 1 is amended to recite a plasticiser content in the shell of " 15 - 20 % (m/m) 
based on the totsil solids content of the shell" Support for this limitation can be foimd 
throughout the specification, including paragraph [0060] and original claim 1 1. 

New claim 21 is based on claim i; however, the list of piastieizers found in claim 21 
does not include sbfbitol. 

No new matter is added. 

Claim ReiectioRs -^35 us e!:. S l03^a^ 

In the Office Action, claims i, 5-6, \ 1-12 and 18-19 were rejected under ?5 U.S.C. § 
10''(a) being obvious over U.S. Patent No. 5,286,4<)() jssucd to Su^p;.,'! . ? .i: .'Maeinafter 
"Stapicr") in view of U.S. Patent No. 6,200,603 issued to Rowe et al (hcreinaaei "Rowe"), 
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Prior to addressing the cited references. Applicants wish to review the claimed inventiou. 
As set forth in independent claim 1 , the claimed invention is drawn to: 

1 , ( c uncut iy utiiv' adcd ) A spht;rical coated capsule comprising 

(a) fh«eatisg-fj=ee-eaf^siite-liftvi«f-(i^ a liquid or viscous core ttfid-fii). 

ibj a se^^f3'^tess-st>ii4 sheU suiToimdmg this core, and 

ic}tfe4a £.oaniK\<s. .soisa ^.o^siiny. t-^H HjiUktH^ on said shcU eortl-if}g:-tVee-et»i>iiate, wherein 
the diameter of fho ooj-cd ^apiult; is m the range of 5 - 9 mm, 
tlic solid coating comprises at least one sugar or sugar-alcohol in an amount 

from about 30 - 90% (m/m), based on the total mass of the coated capsule, 

the diameter of the shell eoattng-fr- e e capSttle is in the range of 3 - 7 mm, 

the tiiickness of the shell ea^-^ai d -eoattng free capsule is in tlie range of 

20-200iiffi, 

the ratio of shell thickness to ghdl diameter B l ^^ aid eoati«g - fe e6-e^sute is in the 
range ofQ.004;l- 0,04:1 , 

the shell ef-sa id - coa ting-free-ea^ak contains 70 - 90 % {v^Jxn) gelatine or 
alginate and 10-30 % (n) -n) pkustK-iscr. b^iricd on the solids content ofsaid sju:ll. an,! 

the core has a flavouring, content in the range of 1 - iOO % {rxvm), based on the 
total mass of tl^e core, wher ein the t)la$t}ciser is sel ected fro m the grotip that con sists of 
glycerol proi>vjene dvcoL sorbit ol. maltitoL and combinations thereof . 

As noted in the specification, prior to the claimed invention, "it has been found to be 
disadvantageous that the mjority of shells of teady-to~consume^^c^^ 
commercially are detectable as an uspieasant, nibbetyj tough residue, Gorresponding 
obser\'ations are made and found to be particularly negative especialiy in the case of larger 
tliied capsuifs uith diameter of about 4 mm," scv Specification, paragraph fOO05], subheading 
1 . ill contrast to tlte prior art materials, the claimed spherical coated capsules (a) do not have a 
disturbing haptic effect, {h) di^^oi ^ e rapKil;.-. ar-u ; c \ art- r„;t ?ticky cr {2ck> Tlie core liquid 
containing flavoring that is to be released or is released should give rise to a iiensorj effect 
with a substantial impact in the mouth, see Specification, paragraph [0005], subheading 2. 
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Thus, in contrast the claimed spherical coated capsules, the prior art capsules are either 
designed to release the core liquid after the capsule is swallowed (e.g. enteric coatings) or 
designed to release the active ingredients slowly in the oral cavity. 

An important feature of the claimed invention is the ability to provide a large dumeter, 
tbir- shelled spherical coated capsule that is stable during manufacturing and handling but al^r 
dss.sol\cs idpidi) , does no: ,suck U> the teer^i. and Cfxs noi have a dniuibin^ haptic cfica xr\ ihc 
moiuh Although the gential clat.s of coated capi>uieh aio well kno\^n in the 3rt. :t is equally 
\>v{;:i-k.nov\n that Jicre are abundant challenges remaining to develop coated capsules with 
ipecsfic properties, it is also well-know-o tiiat small changes in amounts of ingjcdients can 
haye a substantial and unpredictable result on the properties of the shell and the interaction of 
the shell with the core or the shell with any coating deposited thereon. Prior to the Applicants' 
development of tlie claimed invention^ researchers had not successfblly developed a shell with 
the properties of ihe claimed invention: a large diameter, thin shelled spherical coated capsule 
that is stable during manufacturing and handling but that dis solves rapidly onc e in the mouth, 
does not stick to the teeth, and does not have a djsmibmg mouthfeel, ITie Applicants were able 
to develop the claimed invention, s^hich successfully provides these properties, usmg a 
unexpected combi tiation of uigredients that is neither disclosed or suggested by the cited att, 
whether alone or in combiiuitian. 

T ummg now to ihc Stapie- icfcrence Stapler js drawn to oral compositions in the form 
of microcapsules which leduce oral bacteria and provide long lasting breath protection, see 
Stapler, Abstract. The challenge addressed by the Stapler microcapsules was the de\«sl6pment 
of a microcapsuie that was capable of containing acorethat itichided breath control agents and 
antimicroHals, see Stapler, col. 1, In. 28-34 & 46-50, The solution to this problem was to 
include a small amount of breath control agents and antimicrobials in the shell material and to 
produce a core from a mixture of the breath control agent;; and antimicrobials and a organic 
dmicri, iec StapVr, cui 2, n :f-S5, claim 1 Vluni, i s ii-cls'ses adding the sa,nc 
amount oi b:cath .'ontiol a^-ent to its ^hdl and th<i coie. bUyhi doc^ not pro\ide my rde^aiU 
disvlosiitc i^jgaidiiig tiK a^ls^u£^t5 ol\pec}llc gelling agents and piasticizerb. that tan Iv u-^ed m 
a fmcrocapsiile or the effect of vatymg the amount of gelling agents and pkstscizers in the 
microcapsule, Stapler, coL 2, in. 10 - 24, 
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In fact, a review of Stapler demonstrates that there is no diseassioit «f plastidaiers 
in the entire refereiice. Stapler does disclose that a 70% aqueous solution of sorbitol ts ^sed 
in Exarnples 1-5; however, Stapler does hot disclbiK! \ilJe^^ sorMtol is in the core or the 
shell In he% SJapler discloses that sweetening iagents, which ra^ ijicltide soibitolj can be 

included in the cote, Stapler, col, 2, hi, 66^68, Thus, while Stapler may disclose specific 
capsules that include sorbitol (without di.sclosing whether the sorbitol is in the shell or the 
core), there is no ti-ue disclosure or teaching regarding piasticizers. This would be particularly 
true for any plastlcizer other than sorbitol, 

Rowe is drawn to a coated capsule comprising a gelatin sbell with a flavored coating, 
A-ee Rowe, Abstract. The coated capsules disclosed in Rowe are " intended for svvallmving 
substantially intact for release of the contents only when the capsule has reached the 
mmmh," ^ee Rowe, coL U In. 16-18. Rowe specifjcally states that *' the capsule fill is not 
released until th e cap sule shell is b rokeii down in the stomach ." see Rowe at col> 1, in. 42~44. 
Rx)we disx;ioses substantially higgler content of p 
j^e^Rowe^ coL i. ln. 66~ c(»l. 2, In. 62 ami col. 3, k. 55 - col 4, In. 23. 

The Stapler reference neither discloses microcapsules with a coating, nor does it 
disclose the claimed plasticizer content of it) - 30 % (m/m). in fact, tlie Smpler disclosure is 
very limited with regard to how much gelling agent and plasticizer should be present in a 
microcapsule or the impact of varying the types and amomits of gelling agent and plasticisser. 
A person of ordinary skill in the art would understand that there would be different mininiMm 
thicknesses for the shell depending on the specific gelling agent, the specific plastieizer(s)j and 
the relative ampuats of each. The lack of guidance regarding these interactions clearly Hmits 
tlxe usefulness of the Stapler reference with regard to tiie shell thickness and amounts and types 
of gelling agents and plastieizers capable of producing a stable shell having the clairoed 
thickness and thickness to diameter ratio. The tiue teaching in Stapler is to use small ar«ount 
of breath controlagents and antimicrobials in the shell material and a core fet includes & 
mixture of the breath control agents and antimicrobials and a organic diluent 

Because Stapler does not provide useful information about the relevant amount of 
gelling agents and plasticizers, a person of ordinaiy skill in the art would look to the Rowe 
reierence for guidance. In contrast to Stapler^ the Rowe reference provides an extei^ive 
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discussion ofa gelling ageiit (gekti«), specific amounts of plasticisfers, Md amdunts of each 
feat are useMih for forming a sbeU materia I, to. 66-col. 2, In. 62andepi.3, 

In. 55 ™ col. 4j In. 23. An accsiirate stnalysis of Rowe demonstrates that Rowe clearly teaches 
away fr6m the clairnted atnoiinfe of plastiGizsers &M gelatift or alginate, and clearly teaches 
away from the claimed shell thickness. 

The Rowe disclosars provides preferred amounts of specific plasticizers and preferred 
plasticizer-to-gelatin ratios. The "typical minimum levels of glycerin and sorbitol" ate 17.7 
wt-% and 16.7 w}-%, respectively, see Rowe, col. 2, in. 16-33, while the "typical maximom 
amounta" ofg lycerin and sorbitol are, 29>3 wt-% and 38.6 wtr% respectively, s^e Rowe, col. 2, 
In. #-61 . Rowe expressly states that the "total plasticizer" m the minimum and maximum 
embodiments is 34.4 wt-% and 57.9 respecdvely>^ee Rowe, ooL 2, to. 31 & 60. lliis is 
well outside the 10- 30 wt-% plastidzer of claim L it is ai^ substantially different from tite 
IS r- 20 % wt-% plasticizer of claim 11. Clearly, the coinbination of Rowe and Stapler does 
not disclose or suggest this element of th,e claimed invention^ resiilts in substantially 
itnprtwed capsule properties, i.e. capsules that (a) do not have a disturbing haptic effect, {b) 
dissolye rapidly, and (c) are not .sticky or tacky,. 

The Otfjce Action also states that Rowe expressly teaches toward the claimed shell 

thickness of 20 -200nm. The Office Action cites the following statcinent from Rowe: 

it is of course desirable to minimise [sic] the quaiifity of shell 
materia! in the coaled product, and in this respect it is recognised [sic] 
tliat with a sufficiently stable interface and bond between the coating 
and shell, the coating will .serve to reinforce the shell, and the shell to 
eflectively seal the coating. Thus, if the shell thiclcaess can be reduced 
such that its entire thickness is ejOfectiyely bonded to the coatiifig, %en 
the resultant product will include a bare minimum of shell material. 
Rowe, col. 3, In. 27-35. 

Like all diselosiu-es in any refercnee, this disclosure miistbe interpreted in the context 
of the entire disclosure. This is particularly true where, as here, reiati ve terms are U3ed> In this 
case, it is apparent tliat ^ "{hih" .shell to one inventor may not necessarily be a "thin" shell to 
another. 

Rowe does not directly specify what would by considered a "bare minimuin of shell 
material" for puiposes of that disclosure. However, the Example provide insiglit Into what 
Rowe considers an exemplary breath freshener, with a liquid cote, see Rowe, col. 3, In. 55 ~ 
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col. 4, In. 32, In the Example, the fill weight is 160 mg, the shell weiglit is 100 mg, and the 
coating weight is 277 mg, see Rowe, col. 3, In. 60 ~ col. 4 , In. 23. Thus, the shell weight 
accounts, for approximately 38,5 wx-^ (i 00 mg / 260 mg * 100%) of the uncoated capsule. 

In the ^ -a-nicd rivcnhor, the shell accounts for 1 1 wt-% or less oi the coaUng-Oee 
capsule, see Specifioattart, pangtaph [0143] & table followmg pinagraph [01 29) Clcari>. 

Rowe co-iisid!,!> to be a 'baio iiununum of shell maleutil," if e <!he!l LompriMng .^8 5 
wt-^\ uf the liUi-oatcd oapsi^le, substantialK moie than thai of the claimed imciition. i c 
ishcl] compnfeing 1 1 v\ t or less of the coating free capsule. A person of orditiarv' skill in the 
art would undersland that Rowe considered approximately 38.5 wt-% shell to be a "bare 
minimum of sheil." The logical reason is that Rowe was not able to piodace thinner shells 
because Rowe had not discovered the claimed mixture of pkstieizer and gelatine or alginate, 

Thusi the eombiBation of Howe and Stapler does not disclose or suggest the claimed 
sphencal coated capsules witli {i) the specified amounts of plasticizer and gelatine or alginate, 
(ii) the claimed shell thickness and ratio of the shell thickness to the coating free capsule 
diameter, or (iii) Ihe combination of both. Furthcrmoie, Rowe expressly teaches awa> from 
the clatmed amount of plasticizer and the claimed thickness Thus, there would be no 
ccpt'cUiicii of suoLCSs for creatmg bphencal coated capsules kmng the olK'ned !>-opertieji 
ii'id dK^K'Ubions, usmg the combmation of Rowt and Stapler Fmal]> . bucaase Rowe teaches 
a A as from th? claimed mvention and Stapler provides no relevant teaching, there would be no 
motivation to combine the reference in a manner (hat would result in the claimed invention. 

Applicants reiterate that page 3 of the Office Action includes a significant error witli 
respect to the rejection based on the combination of Stapler and Rowe, It is the abstract of 
Matthews, not Rowe, that discloses "the finished capsule shell formulation comprises 65-70% 
gelatin, 22-25$o glycerin and 8-10% wafer." Thus, this disclosure is not relevant to the 
rejection based on Stapler and Rowe. 

In Otficc Acuon, cianrs 2-4, 7-10, 13-17 & 20 were rejected under 3.^^ L- S C ^ 
}03^,a) as bcnig <>h\ lous o\er U S Patent No. 5,286.4% issued to Stapler ct a! (heteinalicr 
"Stapler") m \iow ofU S Patent Vo 0,200,003 i,ssued to Rowe ci J (hereinafter * Rov^e ) m 
vjsjw of some combination of U.S. Patent No. 4.8 16,259 issued to Matthews et al (hereinafter 
"Matthews"), U,S PaKnt No, 6,770,3 1 1 issued to Alamian et aL (hereinafter "'.A.iaiKian"), U S 
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Patent No, 5.378,331 issued to Greenberg et al. (liereinafter "Greenberg "), U.S. Patent No. 
5.342,626 issued to Winston, Jr., et al. (hereinafter "Winston") and U.S. Patent Mo. 4,888, 14<^ 
issued to .Schlameus e/ a/, (hereinafter "ScMameus"). Applicants now address these 
feferences. 

Matthews discloses enteric gelatine nucrocapsuies with a gelatine content of 70 % 

( m 'm inoiiixling ates ) ar,d multiple coa ting layers. Matthews clearly teaches away from the 

claimed thickness, Matthews discloses; 

The capsales must be manufactured in such a way to provide a ftill 
and continuous seal at the time of manufacture. The gelatin film must be of 
adequate thickness to provide a minimum of 0.018" dry wall thickiiesSi 
Matthews, col. 4» in. 14-18 {emphasis added). 

A thickness of 0.018" converts to 45? microns in thiekaess. This is substantialiy 
thicker than the claimed 20-200 microns. Read in context a person of otdinaty skill in the art 
would understand that the shell must be more than 450 microns in oider to provide the 
capsules with a "full and continuous seal at the time of manufacture." Quite simplyiMatfliews 
teaches that capsules must have a shell more than twice as thick as that claimed in of der to be 
stable. This clearly does not disclose or suggest the claimed invention, clearly teaches away 
'u)Vi iic ciauncd untniinn and cit.arly would not provide a person of ordinary skill in the art 
with a reasonable expectauon of , •success. 

Matthcus also describes that the microcapsuk shdl comixasuion i;; spcc ifi cally 
adapted to the c o mposition of the "subcoating" also disclosed in Matthews . Applicants note 
that Mattiiews does not describe or suggest any alternative shell compositions. Tlius, for a 
skilled person not relying on hindsight, Matthews wouM have only disclosed that a shell 
material composition has to be maintained when used in combination with a specific 
"subcoating." Thus. Matthews does not lead the skilled person to making the present 
invention. 

rujihcr. if the skilled person would have tried to produce hard gelatine micxooapsules 
based < in the Matthews rtilcrence they would have been instructed by This reference to inctease 
the sugar contctii of the shei: rnat.M.al u vsouid ■ tccii obsioiw Uumn ide a high 

gektiiif conk-ni oj incrca^o the gelatine content i-uuhermore, the skilled pcsson v-oisld not 
have had any chance to further contemplate tlie specific sizes mentioned in claim 1 of the 
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pending appMcation, And indeed the special diMculttes in producing thin-walM 
microcapsutes described of the present appHcatioii wouM have deterred t!ie 

skilled person from testing these ditnetisions. Thus, the skilled person would not have 
confemplated the subject inatter of pending clatm 1 when considering the Matthews reference. 

Accordiiig to the Exaroinerj Alamian discloses that a skilled pefsoi\ wouM contemplate 
the use of gelatine, fish gelatine etc. and alginate for (he production of microcapsules. 
However, the capsules described by Alamian aie explicitly said to be caviar replacements . It is 
vven-knGwn that caviar is sticky . Thus, when tiying to produee non-sticky mierocapsuies, the 
skilled per.son would not have contemplated the uise of the matenals mentioned in the Alaro jan 
reference since he wouM have to believe that these materials would render the microcapsules 
slicking to teethj tongue etc. 

the Exatniiter cites Ch*enberg to establish that the sfcilied person would have 
eontempiated using the flavouts mentioned in pending claims 16 and 14 in the production of 
mictocapsales. This document is simply not relevant because it does iiot effect novelty and 
inventiveness of pehding claim 1. 

WinstQii describes coiripositions for capsxjles and encapsulation processes. However, 
Winston does not disclose that the materials would be any useful in the production of 
microcapsules. Thus, we believe the document is not relevant for assessing novelty and 
inventiveness of the present invention. 

Schiameus di^Ioses a method for producing rouiid, filled microcapsules. However, 
Sehl^eus does liot disclose providing a coating on the tnicroeapsuies. In addition, Schlameus 
does pot provide any indication regarding the stickiness properties of the microcapsules. It is 
Hius our impression that the doeumentis just geneial prior ait and not any relevant for 
assessing novel tj? or inventiveness of the present set of claims. 

New Claim 21 

Claim 21 is substantively similar to claim 1, with the exception that sorbitol is not one 
of the plastic izers claimed. As noted previously, a review of Stapler demonstrates that there is 
no dis cussion of pilasticiz er s m the entire refere nce. While Stapler does disclose that a 70% 
aqueous solution of sorbitol Is used in Examples 1-5, Stapler does not disclose wheth^^ the 
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sorbitol is in the cbre or the shell. However, Stapler speeiScaUy discloses that sw^tening 
agetits, which rmsi inclttde sorbitol, can be iiiciuded in the corcy iSee Stapler, col. 2, In. 66-68. 
Thus* while Stapler may disclose specific compositiGns mcludiiig sorbjfoi (but not whether the 
sorbitol is in tlie shell or tlie core), there is no true disclosure or teaching regarding the use of 
any plasticizer, particislady any piasticizer other than sorbitol. 

Stapler discloses a much thinner shell than the other cited references. A person of 
ordinary skill in fee art would understand that such thin shells required no plasticizer at all or 
sorbitol. Thus, if Stapler provides any teaching alx>ut plasticizers, vStapler teaches away Jrom 
the use of plasticizens other than sorbitol. Oearly, there would be ijo motivation to combine 
Stapler with any reference that included a plasticizer other thaii sorbitol and clearly there 
would be not reasonable expectation of success for fomiing the spherical capsuies of the 
ciaimed invention. 

For at least the reasons set forth above, n?e indcpcndenl ciaitns are beSicved to l>e 
allowable. M addition, the dependent clairas are bcUcved to be allowable due to their 
dependence on an allowable base claim and for furrhcr features recited therein. The appiication 
is believed to be in condition for immediate allowance, if any issues remain outstanding, 
.Aspplicant invites the Examiner to call the undersigned if it is believed that a telephone 
interview would expedite the proseeution of the application to an allowance. 



Respectfully submitted. 



Dated: November 2007 
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